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Amendments to the Drawings: 

The amendments to drawings includes new figure 6. 

Appendix: Figure 6 
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REMARKS/ARGUMENTS 
Specification 

1 . In the specification, paragrapli "[032]" been amended to con-ect the reference 
to figure 6, which has been added by amendment. 

Drawings 

2. Figure 6 has been added and is discussed at new paragraph "[019.5]". The 
subject matter or content of figure 6 was originally disclosed in the 
specification at paragraph "[032]". No new matter has been added. 

Claim Objections 

3. The Examiner objected to claims 4 and 18 (Office Action at pg 2.) The 
Applicant has canceled claim 4 and amended claim 18. 

Claims Status 

4. Claims 1, 2, 5 - 7, 10, and 18-27 remain in the application. Claims 3, 4, 8, 9, 
11-17, and 28 have been canceled. 

Claim Rejections • 35 U.S.C. §112 

5. The Examiner alleges at page 3 of the Office Action that claims land 18 are 
indefinite under 35 U.S.C §112 second paragraph. The Examiner alleges that 
one of ordinarily skill in the art would not be apprised of the scope of the 
invention. 

6. The applicant has amended the claims to clarify and quantify the 
proanthocyanidin content of the extract via the UV absorbance of the plant 
material extract relative to the unextracted plant material. Accordingly, one of 
ordinary skill in the art could readily ascertain whether an accused 
composition had the applicant's claimed characteristics. Withdrawal of the 
rejection is requested. 
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7. The Examiner alleges at page 3 of the Office Action that claims 1 and 18 are 
indefinite under 35 U.S.C §112 first paragraph. The Examiner alleges that the 
customer hasn't enabled the entire family Euphorbaciae. 

8. The applicant has amended the claims to recite that the extract is made from 
the species Croton. 

Claim Rejections - 35 U.S.C. § 102 

9. The Examiner at page 4 rejected claims 18-21 under 35 USC §102 as being 
anticipated by Persinos et al. (1979). 

10. The Examiner writes, "Persinos et al. (1979) teaches that taspine, a 
compound extracted from the viscous sap (latex) Croton lechleri, has anti- 
inflammatory properties (see EXPERIMENTAL, p. 124 as well as Table 1 p. 
125). Taspine is not a proanthocyanidin, and possesses hydrocarbon side 
chains which would be lipophilic thereby anticipating the claimed invention. It 
is noted that the terms 'substantially reduced' and 'concentrated' are 
considered arbitrary and indefinite in that these tenns do not clearly convey 
the invention (please see rejection under 35 use 112 Second paragraph 
supra)." 

11. A reference anticipates a patent claim only if the reference identically 
discloses all the limitations of the claim. Acromed Corp. v. Sofamor Danek 
Group, lr)c., 253 F.3d 1371,1383. 59 USPQ2d 1130 (Fed. Cir. 2001). Corr)ir)g 
Glass Works v. Sumitomo Electric U.S.A., 868 F.2d 1251, 1259, 9 USPQ2d 
1962, 1968 (Fed. Cir. 1989). The Applicant has amended its claims to clarify 
that its claimed compound comprises a topically applied extract of species 
Croton wherein the proanthocyanidin reduction is expressed in terms of the 
absorbency of a wavelength range in the visible spectrum. Persinos fails to 
disclose a topically applied compound with such characteristics. 

12. The Applicant's claimed invention specifically requires that the topically 
applied extract of the plant material of species Croton inhibits the activation of 
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sensory afferent nerves associated with pain and itch and has reduced 
absorbency of a particular wavelength of energy relative to the unextracted 
plant material. The Persinos reference fails to disclose either of these claim 
elements. Persinos discloses an orally administered compound with anti- 
inflammatory properties. The Persinos reference does not remotely disclose, 
suggest, or enable either diminishing the stimulation of sensory afferent 
nerves or the use of taspine as a topical. 

13. With regards to claim 19, the applicant has further limited the claim to require 
that the absorbency at 414 nm be reduced by at least a factor of four. 
Similarly, with regards to claim 20, applicant has further limited the claim to 
require that the prothocyanidin content be reduced by at least ninety percent. 
Persinos also fails to disclose the extract having the applicant's claimed 
characteristics for a phamiaceuticai dosage in a topical application. 
Reconsideration of the subject matter of the applicant's claims is requested. 

Claim Rejections - 35 U.S.C. § 103 

14. The Examiner rejected claims 1-2,4-7,10 and 18-27 under 35 U.S.C. 103(a) 
as being unpatentable over Persinos et al. (1979) in view of Gallins (US 
4,514,384) both in light of Marx (US 5,898,037 A)*. 

15. To establish a prima facie case of obviousness; there must be some 
suggestion or motivation, either in the references themselves or in the 
knowledge generally available to one of ordinary skill in the art, to modify the 
reference or to combine reference teachings; there must be a reasonable 
expectation of success; and the prior art reference (or references when 
combined) must teach or suggest all the claim limitations. MPEP 2143. The 
teaching or suggestion to make the claimed combination and the reasonable 
expectation of success must both be found in the prior art, not in applicant's 
disclosure, in re Vaeck, 947 F.2d 488, 20USPQ2d 1438 (Fed. Cir. 1991). 
Moreover, if the proposed modification to the prior art would change the 
principle of operation of the prior art invention being modified, then the 
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teachings are insufficient to render the claimed combination obvious. MPEP 
2143 VI, citing In re Rafli, 270 F.2d 810 (CCPA 1959). Finally, simply 
because prior art references can be combined or modified does not render 
the combination obvious unless the prior art also suggestions the desirability 
of the combination. MPEP 2143 III, citing In re Mills, 916 F.2d 680 (Fed. Cir. 
1990). 

16. The Applicant's amendments render the claims non-obvious in light of the 
cited references. None of the prior art references disclose characteristics 
possessed by the applicant's claimed extract. More particulariy, none of the 
references discloses the use of a topical Croton extract (with reduced UV 
absorbency or proanthocyanidin content) to directly block the activation of 
sensory afferent nerves and therefore the instigators of itch and pain. 
Because the cited references fail disclose or enable all the elements of the 
applicants claims, the references also fail to establish a prima facie case 
under 35 USC§103. 

17. Moreover, a reference cited in an anticipation or obviousness rejection must 
enable one of skill in the art to make and use the claimed invention. See 
Transclean Corp. v. Bridgewood Services, Inc, 290 F.3d 1364, 62 USPQ2d 
1865 (Fed. Cir.2002); Bristol-Myers Squibb Co. v. Ben Venue Laboratories, 
Inc., 246 F.3d 1368, 1374,58 USPQ2d 1508 (Fed. Cir. 2001); Chester v. 
Miller, 906 F.2d 1574, 1577 n.2, 15 USPQ2d 1333. 1336 n.2 (Fed. Cir. 1990); 
and see In re Wands, 858 F.2d 731, 8 USPQ2d 1400 (Fed. Cir. 1988). 
Neither the Persinos nor the other cited references suggest or enable the use 
of taspine (or the applicant's proanthocyanidin reduced Croton extract) as a 
topical for any purpose let alone for blocking the activation of sensory afferent 
nerves for relatively immediate pain and itch relief. 

18. The Persinos reference addresses orally administered taspine on 
inflammation. The Persinos reference neither suggests the use of taspine 
topically nor for immediate pain and itch relief via inhibition of the sensory 
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afferent nerves. The only suggestion to create and use a proanthocyanidin 
reduced Croton extract as a topical for blocking the activation of sensory 
afferent nerves for relatively immediate pain and itch relief comes solely, 
directly, and improperly, from the applicant's specification. See MPEP 2145 
X. A. Likewise, any hope of successfully using the Persinos reference 
taspine as a topical for immediate pain and itch relief improperly originates 
from the applicant's invention. See in re Vaeck, 947 F.2d 488, 20 USPQ2d 
1438 (Fed. Cir. 1991). 

19. Finally, it is settled law that the cited references must provide an enabling 
disclosure of the desired subject matter; mere naming or description of the 
subject matter is insufficient, if it cannot be produced without 
undue experimentation. Elan Pharm,, Inc. v. Mayo Found. For Med. Educ. & 
Research, 346 F.3d 1051, 1054, 68 USPQ2d 1373, 1376 (Fed. Cir. 2003); 
MPEP 2121.01. Itch is a neural response that some ant-inflammatory agents 
treat indirectly. Thus, an anti-inflammatory such as hydrocortisone (or maybe 
taspine) might affect itch but only indirectly and slowly by reducing 
inflammation. Moreover, it cannot be assumed that all anti-inflammatory 
agents possess this indirect anti-itch effect. 

20. In contrast, the applicant's claimed extract directly inhibits or blocks the 
activation of sensory afferent nerves that instigate pain and itch. Direct 
inhibition of the sensory afferent nerves by the applicant's extract is 
evidenced by the relatively immediate action of the extract on pain and itch. 
This direct and quick action on pain and itch is neither suggested nor enabled 
by the cited references. Thus, even assuming that one of ordinary skill 
proposed that taspine (or any other compound disclosed by the references) 
had a direct effect for pain and itch, such affect might be proved true only 
after extensive experimentation was perfomied. Put another way, it cannot 
simply be assumed that the Persinos taspine would affect the same response 
as the applicant's extract. 
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Conclusion 



21. The Assignee believes It has responded to all the issues raised by the 
Examiner's Office Action and requests reconsideration of the claims. 



Appendix: 1 drawing sheet. 
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